ZAMBON SWITZERLAND Ltd.

6814 Cadempino, Svizzera
JAMBOH CBUTUEPJTAH/ Jlun.
6814 Kagemunno, Hlseluapus

ANALYSIS Ne 040000195715 Date:28.01.2019

CONTROL QUALITY LABORATORY e
Hara: 28.01.2019

TIABOPATOPH A KOHTPOJLA KAYUECTBA Ne Auanuaa 040000193715

Mfg. date: 16.01.2019
Hara naroroenenus: (6.01.2019

Exp. date: 01,2022
Cpox roanocti: 01,2022

PRODUCT: MONURAL 3g granules for oral solution in sachets Nol
TMpoaykr: Mouypan 3r rpasynbl s NPUCOTOBJIEHHA PACTBOPA 1A npiema BHyTps Nol
LOT No.: 362862 page 1/2
Cepus No: 562862
ANALYSIS CERTIFICATE
AHAJIMTUUECKHH [MACTIOPT
TESTS [lloxasarein

SPECIFICATIONS CIIEIIM®HKALLMA Results/Pe3ynbTathl

Appearance White colour granules with a tangerine smell conforms

grunules.

Onucanie [panysbl 6e10T0 UBETA € 3aNAXOM COOTBETCTBYET
MaH1apHHA

Identijication

ITognHHHOCTE

Fosfomycin trometamol
DochoMHLMHEA TPOMETAMONA

corr. 1o standard

conforms

COOTBETCTBYET CTAHAAPTY COOTBETCTBYET
Fosfomycin and sucrose corr. to standard conforms
QocOMILITHA 1 CAXAPOThl COOTBETCTBYET CTAHAAPTY COOTBETCTRYET
Trometamol corr. to standard conforms
Tpomeranol COOTRETCTRYET CTaBIapTy COOTBETCTBYCT

Average weight of a contained sachets 85,0g=+5% 8.0 g

and uniformity of weight 8,0 r+ 5% 8.0z

CpeaHsia Macca COAeIKIMOTO NaKeTos H 1820+ 7,5 % 20

OJHOPOAHOCTE N0 MAcce 2720+15 % 0

Hermiticity
[epMeTHYHOCTD

Dissolution time

Should be tight
JlonkeH ObITh repMeTHYHBIM

Not more than 60 sec, solution (15 %)

conforms
COOTBETCTBYET

conforms

Bpens pacTBOpeHNa is homogenous and opalescent COOTBETCTBYET
He Gostee 60 cex, pacteop (13 %)
FOMOTFEHHBIIT, OTIanecIHp YOI
pH of 15% solution in warer From 4,0 to 5,0 15
pH 15% BOLHOTO PACTROPA Or4,0 50 5,0
Water Not more than 0.5% 0.0 %
Boaa He Gonee 0,3%

Related substances*
[TocTOpOHHHE NpHMECH
Fosfomycin glycolate

Not more than 1,0%

conforms

DochHOoMHUHHA TIHKOIATA He Gonee 1,0 % COOTBETCTRYET
Product of degradation A Not more than 2,0% conforms
IlpoaykT nerpajauni A He Gonee 2,0% COOTBETCTBYET
Product of degradation B Not more than 0,5% conforms
[Tpoayxt aerpasani B He Gonee 0,5% COOTRETCTBYET

Product of degradation C
[Mpoaykr nerpanaun C

Not more than 0,5%%
e 6osee 0,5%

conforms
COOTBETCTBYET




Microbiological contamination Corresponds with requirements of conforms
Mukpo6uonoruieckas ynctora Pharmacopoeia COOTBETCTBYET
Cootserctayer TpefoBannam PapmaxoneH

Assay of Fosfomycin trometamol From 5,35 to 5,91 g/sachet (95-105 % of 5,66 glsachet

declared content) (100 %)
Konuuecersennoe onpenenenue ot 5,35 no 5,91 r/naker (95-105 % ot r/naket
docdoMuumna TpomeTamona 3aABNEHHOTO KOMTHYECTRA)

* - The test has not been performed on this batch since it is not routine. The manufacturer guarantees conformity to
this requirement.

* - Tpy aHai3e NAHHOM CepHH yKasanHbie OKA3ATENH HE ONPEACIUINCh, TAK KAK 3TO HCIILITAHUE HE ABTAETCA
pyTuitkbiM. TIpousBoANTENs rAPAHTHPYET KAUECTBO NPOAYKTA [0 ITHM NOKA3ATEAM.

THELOT No. 362862 ~ COMPLIES WITH THE ALL ABOVE-MENTIONED SPECIFICATIONS.

CEPMS Ne 362862 COOTBETCTBYET BCEM BbIILIEVKA3AHHBIM CTEITMOHUKALIMAM
(Seal) ZAMBON SWITZERLAND LTD
(ITevarn) 3AMBOH CBHUTLIEPJIAH JITA.
Manager of Control Quality Department
3aBCAYIOIIMIT OTIENOM KOHTPONA KayecTsa ZAMBON SWITZERLAND Ltd

AT A JTAN )it THE QUALIFIED PERSON

Dott. Emiliano Sion
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